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Background
Obstetric anal sphincter injuries (OASI) can have severe debilitating
consequences for women. A large-scale quality improvement study
(OASI1; 2017-18) implemented a care bundle (antenatal information to
women, manual perineal protection and mediolateral episiotomy when
indicated) in 16 maternity units in Britain [1] which reduced OASI rates.
OASI2 (2021-22) is a scale-up study, which examines strategies used to
introduce, implement and sustain implementation.
Method
OASI2 is a cluster-randomised control trial with two arms. Arm 1 (peer-to-
peer implementation, n=10) is supported by peer units. Arm 2 (lean imple-
mentation, n=10) does not receive any active implementation support. A
parallel nonrandomised study group (sustainability arm) consisting of ori-
ginal OASI1 units, allows study of the care bundle’s sustainability over time.
An estimated 2,750 singleton live births/unit will be eligible for the care
bundle. All three study groups receive an implementation toolkit including
training resources. Table 1 details the expected implementation strategies
across the three arms. Clinical outcomes (OASI rates) are collated from ma-
ternity information systems; implementation outcomes (acceptability, feasi-
bility, appropriateness, sustainability) are collected through validated
surveys [2,3] administered to women and clinicians, supplemented by quali-
tative research. Quantitative data are analysed using regression modelling
and descriptive statistics.
Results
The trial will identify the effect of the applied implementation strategies
[4] on implementation success, and link that to the clinical effectiveness
of the bundle. Successful sustainability strategies will be identified.
Conclusion
The study will generate insights into how to effectively scale-up and
sustain uptake and coverage of similar interventions in maternity
units. A locally adaptable ‘implementation blueprint’, will be pro-
duced to inform development of future guidelines to prevent peri-
neal trauma.
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